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AMEIMDMEN-r3 XO THE OLAIIVIS 

RIease canceJ Claims 2. 3, ©. 10 and amend Claims 1, ^-S, and 11-1-4 as 
follows: 

1 - CCurrently arnended> A method for creating a customized clinical 

trial database managernent system for use in conducting a cMpical tris^l . the 
method comprising: 

providing a user with at least one question related to an 
anticipated use of the customized database management system^ 
wherein the anticipated use <;omprisy^ a0minf^trat;lon Of la clinjp^l trial; 

receiving at least one answer to the at l^ast one c^uestion from the 

user: 

retrieving a sot of cliniggl Xr'\&\ ciQverng^nP^ rules that govern the 
managemen t of d at a acq u i red d ur i ng a clinical trial ooooo i otod w ith the 

l-*JS©Of"t1 



analyzing the at least one answer and the set of clinical trial 
governance rules: and 

generating the customized clinical tri&\ database management 
system according to the analyzing of the at least one answer and the set 
of clinical trial governance rules , wherebv tbe generated clinical trial 
database management system Is config ured to govern the conduct of a 
CMnigal tr^al and to manage dat^ aQq utred during the clinical trial . 

2. <Cancelod^ 

3. (Canceled^ 

<Currently amended) The method for creating a clinical trials 
database management system of claim 3J_ wherein the set of clinical trial 
governance rules is derived from clinical trials regulations. 

- 3 - 
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5. (Currently amended) The method for creating a clinical trials 
database management system of claim 1 wherein the set of clinical ^rial 
governance rules governs the at least one answer. 

6. (Currently amended) The method for creating a clinical trials 
database management system of claim 5 wherein the generating creates a 
customized database ^.n^n^ment system that is in conformance with the set 
of riininanrial aove rnance_rules and the at least one answer. 

7. (Currently amended) The method for creating a clinical trials 
database management system of claim 1 wherein the providing a user with at 
least one question, the receiving at least one answer, the retrieving a set of 
Hini^,ai trial aovemance rules, the analyzing, and the generating are all 
performed on a common Web site. 

8. (Currently amended) A creation system for generating a 
customized database management system usedtocon dnct a clinical trial , the 
creation system comprising: 

a computer configured to execute a first routine for asking a user 
at least one question related to a desired application for the customized 
clinical trial database management system and for receiving at least one 
answer to the at least one question from the user; 

the computer further configured to execute a second routine for 
retrieving a set of r-iinirai trial aovemance rules that qovern the 
m=.n^q pmPnt of d ^t. Hnrina a clinical trial aocociatod with th^esifed 
appliojl i u h rui Iho c u:, t n m l7Pd rln t rabase^aRag omont c ystem ; 

the computer further configured to execute a third routine for 
processing an analysis of the at least one answer and the set of cHnical 
trial qovernance_ rules; and 



4- 
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the computer further configured to execute a fourth routine for 
generating the customized clinical trial f elat4^fiat database management 
system according to the analysis. 

9. (Canceled.) 
10- (Canceled.) 

1 1 . (Currently amended) The creation system of claim 458 wherein 
the set of rules is in conformance with clinical trials regulations. 

12. (Currently amended) The creation system of claim 4©8 wherein a 
generated customized clinical trial database management system is in 
confomnance with the set of rules and the at least one answer. 

13. (Currently amended) The creation system of claim 408 wherein 
the asking and receiving are handled by a dialogue box described by software 
executed by the computer. 

14. (Currently amended) The creation system of claim 408 wherein 
the first routine^ second routine, third routine, and fourth routine reside at a 
common Web site. 

15. (Original) A method for creating a clinical trials database 
management system, the method comprising: 

providing information descriptive of a particular clinical trial; 

providing a first set of rules in accordance with clinical trials 
goveming regulations; 

generating a second set of rules that conforms to the information 
and to the first set of rules; and 

generating the clinical trials database management system to be 
compliant with the second set of rules. 

- 5 - 
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16. (Original) The method of claim 15 wherein the clinical trials 
database management system is contained within a Web site. 

17. (Original) The method of claim 16 wherein the clinical trials 
database management system is operable on the Web site. 

18. (Original) The method of claim 15 wherein the information 
descriptive of a particular clinical trial includes a user name, and data collection 
specifications. 



